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DETAILED ACTION 

This Office Action is a response to Applicant's Amendment and Remarks filed 
April 10, 2008. 

Claims 1-21 are pending in the instant application. 
Claims 1, 8, and 16 have been amended. 

Claims 20 and 21 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the 
reply filed on August 8, 2006. 

Applicant is reminded that the Examiner has required restriction between product 
and process claims. Where applicant elects claims directed to the product, and a 
product claim is subsequently found allowable, withdrawn process claims that depend 
from or otherwise include all the limitations of the allowable product claim will be 
rejoined in accordance with the provisions of MPEP § 821.04. Process claims that 
depend from or otherwise include all the limitations of the patentable product will 
be entered as a matter of right if the amendment is presented prior to final rejection or 
allowance, whichever is earlier. Amendments submitted after final rejection are 
governed by 37 CFR 1.116; amendments submitted after allowance are governed by 37 
CFR 1.312. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
claims will be fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to 
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be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101, 102, 103, and 112. Until an elected product claim is 
found allowable, an otherwise proper restriction requirement between product claims 
and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowed product claim will not be rejoined. See 
"Guidance on Treatment of Product and Process Claims in light of In re Ochiai, In re 
Brouwerand 35 U.S.C. § 103(b)," 1184 O.G. 86 (March 26, 1996). Additionally, in order 
to retain the right to rejoinder in accordance with the above policy, Applicant is advised 
that the process claims should be amended during prosecution either to maintain 
dependency on the product claims or to otherwise include the limitations of the product 
claims. Failure to do so may result in a loss of the right to rejoinder. Further, note 
that the prohibition against double patenting rejections of 35 U.S.C. 121 does not apply 
where the restriction requirement is withdrawn by the examiner before the patent 
issues. See MPEP § 804.01 . 

Accordingly, claims 1-19 have been examined on the merits. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections - 35 USC § 102 

In the previous Office Action mailed February 22, 2004, claims 1-6, 15, and 17- 
19 were rejected under 35 U.S.C. 102(b) as being anticipated by WO 99/65924 ('924). 
This rejection is withdrawn in view of Applicant's Remarks filed April 10, 2008. 
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Specifically, the Examiner is withdrawing this rejection in view of Applicant's Remarks 
that, based on hybridization standards taught by the Molecular Cloning Manual (1989) 
the fragments disclosed by '924 would not hybridize to the claimed sequences. 

However, after careful reconsideration of the claims, a new ground(s) of rejection 
is presented as detailed below: 

Claim Objections 

Claims 16 and 17 are objected to because of the following informalities: Claim 
16 has a period and a comma after "SEQ ID NO:2" in line 11. It appears that the period 
is either misplaced or is an inadvertent mistake. Appropriate correction is required. 

Claim 17 is missing a period at the end of the claim. Appropriate correction is 
required. 

Priority 

Applicant's reference to priority in the first sentence of the specification is 
acknowledged. However, the reference should be updated to reflect applications for 
patents that have issued. 

Applicant is reminded that the instant invention has been afforded priority to 
March 17, 2004, which is the filing date of the instant application because support for 
claims drawn to an isolated polynucleotide comprising SEQ ID NO:3 or a fragment of 
SEQ ID NO:3, wherein said fragment comprises a) nucleotide 594 to nucleotide 2740 
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(SEQ ID NO:4), b) nucleotide 691 to nucleotide 2740 (SEQ ID NO:5), c) nucleotide 
1 159 to nucleotide 2740 (SEQ ID NO:6), d) nucleotide 1930 to nucleotide 2740 (SEQ ID 
NO:7), or e) a sequence that hybridizes after three washes at 65° C in the presence of 
0.2x SSC, and 0.1% SDS with any one of SEQ ID NOs: 3 to 7, wherein said 
polynucleotide in the absence of inverted terminal repeat sequences from adeno- 
associated virus specifically induces expression in cardiac cells in vivo of a gene which 
is operably linked to said polynucleotide provided that said polynucleotide does not 
comprise nucleotides 2053 to 2074 of SEQ ID NO:2 cannot be found in any parent 
application(s) for which Applicants claim priority to. 

If Applicants believe that they are entitled to an earlier priority date, the Examiner 
urges Applicant to specifically point, with particularity, where support can be found for 
the instant claims in any prior applications Applicants claim priority to. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-6, 15, 17, and 18 are rejected under 35 U.S.C. 102(e) as being 
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anticipated by U.S. Patent No. 7,250, 496 ('496). 

Claims 1-6 are drawn to an isolated polynucleotide comprising SEQ ID NO:3 or a 
fragment of SEQ ID NO:3, wherein said fragment comprises a) nucleotide 594 to 
nucleotide 2740 (SEQ ID NO:4), b) nucleotide 691 to nucleotide 2740 (SEQ ID NO:5), 
c) nucleotide 1159 to nucleotide 2740 (SEQ ID NO:6), d) nucleotide 1930 to nucleotide 
2740 (SEQ ID NO:7), or e) a sequence that hybridizes after three washes at 65° C in 
the presence of 0.2x SSC, and 0.1% SDS with any one of SEQ ID NOs: 3 to 7, wherein 
said polynucleotide in the absence of inverted terminal repeat sequences from adeno- 
associated virus specifically induces expression in cardiac cells in vivo of a gene which 
is operably linked to said polynucleotide provided that said polynucleotide does not 
comprise nucleotides 2053 to 2074 of SEQ ID NO:2. Claims 15 and 17-19 are 
dependent on claim 1 and include all the limitations of claim 1 with the further limitations 
wherein the polynucleotide comprises a vector; wherein the vector is a plasmid; and 
wherein the vector is derived from adenovirus. 

'496 discloses nucleic acid molecules encoding 20600 GAM genes and 6635 GR 

genes, wherein the nucleic acid molecules are vectors and probes comprising the 

nucleic acid molecules (see Abstract, for example). Specifically, '496 discloses: 

"[Accordingly, the invention provides several substantially pure DNAs 
(e.g., genomic DNA, cDNA or synthetic DNA) each encoding a novel gene 
of the GAM group of gene, vectors comprising the DNAs, probes 
comprising the DNAs" (see Summary of the Invention) 

"[B]y "substantially pure DNA" is meant DNA that is free of the genes 
which, in the naturally-occurring genome of the organism from which the 
DNA of the invention is derived, flank the genes discovered and isolated 
by the present invention. The term therefore includes, for example, a 
recombinant DNA which is incorporated into a vector, into an 
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autonomously replicating plasmid or virus" (see Summary of the 
Invention) 

It is noted that '496 discloses, for example, SEQ ID NO:91361, which is a 26mer 
sequence that is fully complementary to nucleotides 716-741 of SEQ ID NO:7 of the 
instant invention (see attached sequence alignment #1). Since SEQ ID NO:91361 of 
the '496 application is fully complementary to SEQ ID NO:7 of the instant invention, 
given this high degree of similarity, the nucleic acid molecule disclosed by the '496 
application meets the structural limitations of the claimed invention and would be 
expected to hybridize after three washes at 65°C in the presence of 0.2x SSC and 0.1% 
SDS with a sequence of SEQ ID NOs: 3-7, absent evidence to the contrary. 

The burden of establishing whether the prior art nucleic acid molecule has the 
further function of specifically inducing expression in cardiac cells in vivo of a gene 
which is operably linked to the nucleic acid molecule under generally any assay 
conditions as instantly claimed falls to Applicant. See (In re Best, 562 F.2d 1252, 1255, 
195 USPQ 430, 433-434 (CCPA 1977): "Where, as here, the claimed and prior art 
products are identical or substantially identical, or are produced by identical or 
substantially identical processes, the PTO can require an Applicant to prove that the 
prior art products do not necessarily or inherently possess the characteristics of his 
claimed product... Whether the rejection is based on 'inherency' under 35 U.S.C. 102, 
on prima facie obviousness' under 35 USC 103, jointly or alternatively, the burden of 
proof is the same, and its fairness is evidenced by the PTO's inability to manufacture 
products or to obtain and compare prior art products [footnote omitted]. See also MPEP 
2112: "[T]he PTO can require an Applicant to prove that the prior art products do not 
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necessarily or inherently possess the characteristics of his [her] claimed product." The 
MPEP at 2122 citing In re Fitzgerald 205 USPQ 594. 596, (CCPA 1980), quoting In re 
Best 195 USPQ 430 as per above. Also, see In re King, 801 F.2d 1324, 1327, 231 
USPQ 136, 139 (Fed. Cir. 1986). Therefore, it falls to Applicant to determine and 
provide evidence that prior art nucleic acid molecules disclosed by the '496 application 
would or would not have the additional functional limitation of specifically inducing 
expression in cardiac cells in vivo of a gene which is operably linked to the nucleic acid 
molecule under generally any assay conditions. 

Therefore, absent evidence to the contrary, '496 anticipates claims 1-6, 15, 17, 
and 18 as claimed. 

Claims 1-6 are rejected under 35 U.S.C. 102(b) as being anticipated by GenBank 
Accession No. AQ480395, unpublished in 1997. GenBank entry created in April, 1999. 
Claim 1-6 are as described above. 

GenBank Accession No. AQ480395 discloses a human clone sequence that is 
almost fully complementary to nucleotides 1-244 of SEQ ID NO:7 of the instant 
invention (see attached sequence alignment #2). Since GenBank Accession No. 
AQ480395 is nearly fully complementary to SEQ ID NO:7 of the instant invention, given 
this high degree of similarity, the sequence disclosed by GenBank Accession No. 
AQ480395 meets the structural limitations of the claimed invention and would be 
expected to hybridize after three washes at 65°C in the presence of 0.2x SSC and 0.1% 
SDS with a sequence of SEQ ID NOs: 3-7, absent evidence to the contrary. 
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The burden of establishing whether the prior art sequence has the further 
function of specifically inducing expression in cardiac cells in vivo of a gene which is 
operably linked to the sequence under generally any assay conditions as instantly 
claimed falls to Applicant. See {In re Best, 562 F.2d 1252, 1255, 195 USPQ 430, 433- 
434 (CCPA 1977): "Where, as here, the claimed and prior art products are identical or 
substantially identical, or are produced by identical or substantially identical processes, 
the PTO can require an Applicant to prove that the prior art products do not necessarily 
or inherently possess the characteristics of his claimed product... Whether the rejection 
is based on 'inherency' under 35 U.S.C. 102, on prima facie obviousness' under 35 USC 
103, jointly or alternatively, the burden of proof is the same, and its fairness is 
evidenced by the PTO's inability to manufacture products or to obtain and compare prior 
art products [footnote omitted]. See also MPEP 2112: "[T]he PTO can require an 
Applicant to prove that the prior art products do not necessarily or inherently possess 
the characteristics of his [her] claimed product." The MPEP at 2122 citing In re 
Fitzgerald 205 USPQ 594. 596, (CCPA 1980), quoting In re Best 195 USPQ 430 as per 
above. Also, see In re King, 801 F.2d 1324, 1327, 231 USPQ 136, 139 (Fed. Cir. 
1986). Therefore, it falls to Applicant to determine and provide evidence that prior art 
sequence disclosed by GenBank Accession No. AQ480395 would or would not have 
the additional functional limitation of specifically inducing expression in cardiac cells in 
vivo of a gene which is operably linked to the sequence under generally any assay 
conditions. 

Therefore, absent evidence to the contrary, GenBank Accession No. AQ480395 
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anticipates claims 1-6 as claimed. 
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Conclusion 

Claims 7, 9-14, and 19 are objected to as being dependent upon a rejected base 
claims, but would be allowable if rewritten in independent form to include all of the 
limitations of the base claim and any intervening claims. Claims 7 and 9-14 are 
considered to be free of the prior art since the prior art does not teach or fairly suggest 
an isolated polynucleotide comprising SEQ ID NO:3 or a fragment of SEQ ID NO:3, 
wherein said fragment comprises a) nucleotide 594 to nucleotide 2740 (SEQ ID NO:4), 
b) nucleotide 691 to nucleotide 2740 (SEQ ID NO:5), c) nucleotide 1159 to nucleotide 
2740 (SEQ ID NO:6), d) nucleotide 1930 to nucleotide 2740 (SEQ ID NO:7), or e) a 
sequence that hybridizes after three washes at 65° C in the presence of 0.2x SSC, and 
0.1% SDS with any one of SEQ ID NOs: 3 to 7, wherein said polynucleotide in the 
absence of inverted terminal repeat sequences from adeno-associated virus specifically 
induces expression in cardiac cells in vivo of a gene which is operably linked to said 
polynucleotide provided that said polynucleotide does not comprise nucleotides 2053 to 
2074 of SEQ ID NO:2, wherein the polynucleotide comprises an expression cassette 
comprising a sequence encoding a protein or an RNA of therapeutic interest operably 
linked to the polynucleotide; wherein the vector further comprises an origin of replication 
which is active in cardiac cells; and a composition comprising a therapeutically effective 
amount of the vector comprising the polynucleotide and a pharmaceutically acceptable 
carrier. 
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Allowable Subject Matter 

Claims 8 is allowable. Claim 8 is allowable since the prior art does not teach or 
fairly suggest an expression cassette comprising SEQ ID NO:9 and a sequence 
encoding a protein or an RNA of therapeutic interest operably linked to an isolated 
polynucleotide comprising SEQ ID NO:3 or a fragment of SEQ ID NO:3, wherein said 
fragment comprises a) nucleotide 594 to nucleotide 2740 (SEQ ID NO:4), b) nucleotide 
691 to nucleotide 2740 (SEQ ID NO:5), c) nucleotide 1159 to nucleotide 2740 (SEQ ID 
NO:6), d) nucleotide 1930 to nucleotide 2740 (SEQ ID NO:7), or e) a sequence that 
hybridizes after three washes at 65° C in the presence of 0.2x SSC, and 0.1% SDS with 
any one of SEQ ID NOs: 3 to 7, wherein said polynucleotide in the absence of inverted 
terminal repeat sequences from adeno-associated virus specifically induces expression 
in cardiac cells in vivo of a gene which is operably linked to said polynucleotide provided 
that said polynucleotide does not comprise nucleotides 2053 to 2074 of SEQ ID NO:2. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Terra C. Gibbs whose telephone number is 571-272- 
0758. The examiner can normally be reached on 9 am - 5 pm M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James "Doug" Schultz can be reached on 571-272-0763. The fax phone 
number for the organization where this application or proceeding is assigned is 571-273- 
8300. 

Information regarding the status of an application may be obtained from the Patent 
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Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information 
for unpublished applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786-9199 (IN 
USA OR CANADA) or 571-272-1000. 

Patent applicants with problems or questions regarding electronic images that can be viewed in 
the Patent Application Information Retrieval system (PAIR) can now contact the USPTO's 
Patent Electronic Business Center (Patent EBC) for assistance. Representatives are available 
to answer your questions daily from 6 am to midnight (EST). The toll free number is (866) 217- 
9197. When calling please have your application serial or patent number, the type of document 
you are having an image problem with, the number of pages and the specific nature of the 
problem. The Patent Electronic Business Center will notify applicants of the resolution of the 
problem within 5-7 business days. Applicants can also check PAIR to confirm that the problem 
has been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system provides 
Internet-based access to patent application status and history information. It also enables 
applicants to view the scanned images of their own application file folder(s) as well as general 
patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 

July 31, 2008 
/Terra Cotta Gibbs/ 



